AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

§516.125

§516.125 Investigational use of minor
species new animal drugs to sup-
port indexing.

(a) The investigational use of a new
animal drug or animal feed bearing or
containing a new animal drug intended
solely for investigational use in minor
species shall meet the requirements of
part 511 of this chapter if the investiga-
tional use is for the purpose of:

(1) Demonstrating human food safety
under section 572(a)(1)(B) of the act;

(2) Demonstrating safety with re-
spect to individuals exposed to the new
animal drug through its manufacture
and use under section 572(c)(1)(F) of the
act;

(3) Conducting an environmental as-
sessment under section 572(c)(1)(E) of
the act; or

(4) Obtaining approval of a new ani-
mal drug application or abbreviated
new animal drug application under sec-
tion 512(b) of the act.

(b) Correspondence and information
associated with investigations de-
scribed in paragraph (a) of this section
shall not be sent to the Director,
OMUMS, but shall be submitted to
FDA in accordance with the provisions
of part 511 of this chapter.

(c) The investigational use of a new
animal drug or animal feed bearing or
containing a new animal drug intended
solely for investigational use in minor
species, other than for an investiga-
tional use described in paragraph (a) of
this section, shall meet the require-
ments of this section. For such inves-
tigations, all provisions of part 511 of
this chapter apply with the following
modifications:

(1) Under §511.1(a)(1) of this chapter,
the label statement is as follows:

“Caution. Contains a new animal
drug for investigational use only in
laboratory animals or for tests in vitro
in support of index listing. Not for use
in humans.”

(2) Under §511.1(b)(1) of this chapter,
the label statement is as follows:

“Caution. Contains a new animal
drug for use only in investigational
animals in clinical trials in support of
index listing. Not for use in humans.
Edible products of investigational ani-
mals are not to be used for food for hu-
mans or other animals unless author-
ization has been granted by the U.S.
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Food and Drug Administration or by
the U.S. Department of Agriculture.”

(3) Under §511.1(b)(4) of this chapter,
the notice is titled ‘‘Notice of Claimed
Investigational Exemption for a New
Animal Drug for Index Listing”’ and is
submitted in duplicate to the Director,
OMUMS.

(4) Under §511.1(c)(3) of this chapter,
if an investigator is determined to be
ineligible to receive new animal drugs,
each ‘‘Notice of Claimed Investiga-
tional Exemption for a New Animal
Drug for Index Listing” and each re-
quest for indexing shall be examined
with respect to the reliability of infor-
mation submitted by the investigator.

(5) Under §511.1(c)(4) and (d)(2) of this
chapter, with respect to termination of
exemptions, the sponsor of an inves-
tigation shall not be granted an oppor-
tunity for a regulatory hearing before
FDA pursuant to part 16 of this chap-
ter. Instead, the sponsor shall have an
opportunity for an informal conference
as described in §516.123.

(6) Under §511.1(c)(b) of this chapter,
if the Commissioner of Food and Drugs
determines, after the unreliable data
submitted by the investigator are
eliminated from consideration, that
the data remaining are such that a re-
quest for addition to the index would
have been denied, FDA will remove the
new animal drug from the index in ac-
cordance with §516.167.

(d) The investigational use of a new
animal drug or animal feed bearing or
containing a new animal drug subject
to paragraph (c) of this section shall
not be subject to the good laboratory
practice requirements in part 58 of this
chapter.

(e) Correspondence and information
associated with investigations de-
scribed in paragraph (c) of this section
shall be sent to the Director, OMUMS,
in accordance with the provisions of
this section.

§516.129 Content and format of a re-
quest for determination of eligi-
bility for indexing.

(a) Each request for determination of
eligibility:

(1) May involve only one drug (or one
combination of drugs) in one dosage
form;
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(2) May not involve a new animal
drug that is contained in or a product
of a transgenic animal;

(3) May not involve the same drug in
the same dosage form for the same in-
tended use as a drug that is already ap-
proved or conditionally approved; and

(4) Must be submitted separately.

(b) A request for determination of eli-
gibility for indexing may involve mul-
tiple intended uses and/or multiple
minor species. However, if a request for
determination of eligibility for index-
ing that contains multiple intended
uses and/or multiple minor species can-
not be granted in any part, the entire
request will be denied.

(c) A requestor must submit two cop-
ies of a dated request signed by the au-
thorized contact person for determina-
tion of eligibility for indexing that
contains the following:

(1) Identification of the minor species
or groups of minor species for which
the new animal drug is intended;

(2) Information regarding drug com-
ponents and composition;

(3) A statement of the intended use(s)
of the new animal drug in the identi-
fied minor species or groups of minor
species;

(4) A statement of the proposed con-
ditions of use associated with the stat-
ed intended use(s) of the new animal
drug, including the proposed dosage,
route of administration, contraindica-
tions, warnings, and any other signifi-
cant limitations associated with the
intended use(s) of the new animal drug;

(5) A brief discussion of the need for
the new animal drug for the intended
use(s);

(6) An estimate of the anticipated an-
nual distribution of the new animal
drug, in terms of the total quantity of
active ingredient, after indexing;

(7) Information to establish that the
new animal drug is intended for use:

(i) In a minor species for which there
is a reasonable certainty that the ani-
mal or edible products from the animal
will not be consumed by humans or
food-producing animals; or

(ii) In a hatchery, tank, pond, or
other similar contained man-made
structure in (which includes on) an
early, non-food life stage of a food-pro-
ducing minor species, and information
to demonstrate food safety in accord-

§516.133

ance with the standards of section
512(d) of the act and §514.111 of this
chapter (including, for an anti-
microbial new animal drug, with re-
spect to antimicrobial resistance);

(8) A description of the methods used
in, and the facilities and controls used
for, the manufacture, processing and
packing of the new animal drug suffi-
cient to demonstrate that the re-
questor has established appropriate
specifications for the manufacture and
control of the new animal drug and
that the requestor has an under-
standing of current good manufac-
turing practices;

(9) Either a claim for categorical ex-
clusion under §25.30 or §25.33 of this
chapter or an environmental assess-
ment under §25.40 of this chapter;

(10) Information sufficient to support
the conclusion that the new animal
drug is safe under section 512(d) of the
act with respect to individuals exposed
to the new animal drug through its
manufacture and use; and

(11) The name and address of the con-
tact person or permanent-resident U.S.
agent.

§516.131 Refuse to file a request for
determination of eligibility for in-
dexing.

(a) If a request for determination of
eligibility for indexing contains all of
the information required by §516.129,
FDA shall file it, and the filing date
shall be the date FDA receives the re-
quest.

(b) If a request for a determination of
eligibility lacks any of the information
required by §516.129, FDA will not file
it, but will inform the requestor in
writing within 30 days of receiving the
request as to what information is lack-
ing.

§516.133 Denying a request for deter-
mination of eligibility for indexing.

(a) FDA will deny a request for deter-
mination of eligibility for indexing if it
determines upon the basis of the re-
quest evaluated together with any
other information before it with re-
spect to the new animal drug that:

(1) The same drug in the same dosage
form for the same intended use is al-
ready approved or conditionally ap-
proved;
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